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DETAILED ACTION 



Specification 

The following guidelines illustrate the preferred layout for the specification of a 
utility application. These guidelines are suggested for the applicant's use. 

Arrangement of ttie Specification 



As provided in 37 CFR 1 .77(b), the specification of a utility application should 
include the following sections in order. Each of the lettered items should appear in 
upper case, without underlining or bold type, as a section heading. If no text follows the 
section heading, the phrase "Not Applicable" should follow the section heading: 

(a) TITLE OF THE INVENTION. 

(b) CROSS-REFERENCE TO RELATED APPLICATIONS. 

(c) STATEMENT REGARDING FEDERALLY SPONSORED RESEARCH OR 

DEVELOPMENT. 

(d) THE NAMES OF THE PARTIES TO A JOINT RESEARCH AGREEMENT. 

(e) INCORPORATION-BY-REFERENCE OF MATERIAL SUBMITTED ON A 

COMPACT DISC. 

(f) BACKGROUND OF THE INVENTION. 

(1) Field of the Invention. 

(2) Description of Related Art including information disclosed under 37 
CFR 1.97 and 1.98. 

(g) BRIEF SUMMARY OF THE INVENTION. 

(h) BRIEF DESCRIPTION OF THE SEVERAL VIEWS OF THE DRAWING(S). 

(i) DETAILED DESCRIPTION OF THE INVENTION. 

(j) CLAIM OR CLAIMS (commencing on a separate sheet). 

(k) ABSTRACT OF THE DISCLOSURE (commencing on a separate sheet). 

(I) SEQUENCE LISTING (See MPEP § 2424 and 37 CFR 1.821-1 .825. A 
"Sequence Listing" is required on paper if the application discloses a 
nucleotide or amino acid sequence as defined in 37 CFR 1.821(a) and if 
the required "Sequence Listing" is not submitted as an electronic 
document on compact disc). 

The instant specification lacks a Brief description of the drawings between the 
summary of the invention and the detailed description of the invention. Please revise 
accordingly. 
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Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct . 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F,3d 1428. 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogei All 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 



Claims 1-13 are rejected on the ground of nonstatutory double patenting over 
claims 1-7 of U. S. Patent No. 6,867,015 B1 since the claims, if allowed, would 
improperly extend the "right to exclude" already granted in the patent. 

The subject matter claimed in the instant application is fully disclosed in the 
patent and is covered by the patent since the patent and the application are claiming 
common subject matter, as follows: The prior patent discloses a method of testing for 
antibiotics in various liquid samples including milk, meat juice, serum and urine. The 
sample can be the same volume as the test medium (see Example VII, col. 9, for 
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example). All other limitations encompassed by instant claims 1-13 are already 
presented in the prior patent. 

Furthermore, there is no apparent reason why applicant was prevented from 
presenting claims corresponding to those of the instant application during prosecution of 
the application which matured into a patent. See In re Schneller, 397 F.2d 350, 158 
USPQ 210 (CCPA 1968). See also MPEP § 804. 

Claim Rejections - 35 USC §112 
The following is a quotation of the second paragraph of 35 U. S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 15 and 16 provide for the use of a ratio of a volume of fluid sample to a 
volume to test medium, but, since the claim does not set forth any steps involved in the 
method/process, it is unclear what method/process applicant is intending to encompass. 
A claim is indefinite where it merely recites a use without any active, positive steps 
delimiting how this use is actually practiced. 

Claims 15 and 16 are rejected under 35 U.S.C. 101 because the claimed 
recitation of a use, without setting forth any steps involved in the process, results in an 
improper definition of a process, i.e., results in a claim which is not a proper process 
claim under 35 U.S.C. 101. See for example Ex parte Dunki, 1.53 USPQ 678 (Bd.App. 
1967) and Clinical Products, Ltd, v. Brenner, 255 F. Supp. 131, 149 USPQ 475 (D.D.C. 
1966). 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-12 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Maeyrae-Maekinen (EP 0 285 792 A1, published 12 October 1988). Maeyrae- 
Maekinen teaches a method of determining the presence of antibiotics in milk. She 
teaches a strain of Streptococcus that is particularly sensitive to antibiotics. In particular 
the Streptococcus is sensitive to penicillin and oxytetracycline, both p-lactam antibiotics 
(see coi; 3, lines 23-26, for example). The composition includes bromocresol purple 
(see col. 7, Example 1). the bacteria is thermostable in that it can grow at 50 degrees 
C (see col. 3, lines 2-22, for example). The composition is freeze dried and therefore is 
always snrialler in volume than the test sample, and also reads on claim 3 which 
requires the test medium be a sol or a gel. The test is performed by adding milk to the 
freeze dried bacteria, incubating for 4 hours at 42 degrees C, and observing the color 
change, reading on instant claim 8. She also teaches a test set that includes a 
container that holds the bacteria which has been lyophilized and to which the milk is 
added, reading on claim 11. The protective agent in which the bacteria are freeze dried 
contains lactose, which is a nutrient for bacteria, reading on claim 12. 

Therefore the teachings of Maeyrae-Maekinen are deemed to anticipate the 
instant claims 1-12. 
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Claims 1-9, 11.12, and 13 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Langeveld et al ((WO 96/23901, publislied 8 August 1996). Langeveld et 
al teach a method for determining the presence of antibiotics in fluids. They teach that 
one can concentrate bacteria in an agar gel for storage in preparation for performing 
tests to detect antibiotics in milk, for example (see Example 1 , p. 1 1 , for example). 
They teach that one can add 20 ^1 of milk to 20 |al agar containing, bacteria and 
bromocresol purple in a method of detecting the presence of antibiotics (see Example 
VII, p. 16, for example). They teach that the bacteria to be used is a Streptococcus 
strain that grows between 35 and 70 degrees C (see p. 7, lines 11-21, for example). 
Therefore the teachings of Langeveld et al are deemed to anticipate instant claims 1-9 
and 11-13. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-14 are rejected under 35 U.S.C. 103(a) as being unpatentable over 

Maeyrae-Maekinen (EP 0 285 792 Al, published 12 October 1988) or Langeveld et al . 

(WO 96/23901, published 8 August 1996) in view of Whittem (J Vet Pharmacol Therap. 

1999). 
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The teachings of IVIaeyrae-Mael^inen are discussed above and applied as before. 

Maeyrae-IVIaekinen does not expressly teach a l<it including a device for 
maintaining a certain temperature. However she states that the test should be 
conducted at 42 degrees C, and therefore it would be obvious to one of ordinary skill in 
the art to assemble components for a milk antibiotic test that included a thermostatic 
device. 

Neither Maeyrae-Maekinen et al nor Langeveld et al expressly teach the use of a 
computer program to analyze data from a sample reading device. Whittem et al teach a 
method of analyzing large amounts of data concerning the concentration of antibiotics in 
milk. They teach that they used a computer program called PPharm v1 .4 (see 
"Pharmacokinetic modeling", p. 43, col. 1 , for example). They teach that by analyzing 
data from microbial inhibition assays analogous to that instantly claimed with a 
computer program, they could predict antibiotic concentration in harvested milk at a 
population level (see "Discussion", pp. 47-50). 

A person of ordinary skill in the art at the time the invention was made would 
have been motivated to analyze data conceming milk antibiotic concentration using a 
computer program because Whitten teaches that such a method can provide useful 
models from enormous amounts of antibiotic concentration data gathered by a method 
of microbial inhibition assay, and that such modeling is important to prevent chemicals 
from contaminating human food supplies. 



Application/Control Number: 10/559,785 Page 8 

Art Unit: 1657 

Hence, it would have been prima facie obvious to one of ordinary skill in the art at 
the time the invention was made to analyze microbial inhibition data gathered from an 
assay such as that instantly claimed and analyze it with a computer program. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Clark D. Petersen whose telephone number is (571)272- 
5358. The examiner can normally be reached on M-F 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon Weber can be reached on (571)272-0925. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300.. 
Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status, 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
CDP 

7/19/2007 _ 

Jon Weber 
supervisory Patent Examiner 




